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Because this condition may be symptomatic of serious underlying problems that could
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McDade , Maui Medical Group, Wailuku, HI, 11/29/2000
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y penaities up to $10,000 for each failure to substantiaily comply
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with, or each day of failure to substantially comply with, MQSA Standards, suspension or
revocation of your facility’s FDA certificate, or obtaining a court injunction against
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ct on this matter immediately. Please explain to this office in
working days from the date you received this letter:

specific steps you have taken to correct ali of the violations noted in this
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ipment settings (including technique factors), raw test data, and calculated

monstrate proper record keeping procedures, if the
lity control or other records (Note: Patient names or
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Finally, you should understand that there are many FDA requirements pertaining to
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If you have more specific questions about mammography facility requirements, or about
the content of this Ietter, piease feel free to contact Russell A. Campbell, Compliance
Officer, at 510-337-6861.

Sincerely yours,
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Roger L. Lowell 2t

A Acting District Director



